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DETAILED ACTION 

The response filed 10/27/06 presents remarks and arguments to the office action 
mailed 7/27/06. Applicants' request for reconsideration of the rejection of claims in the 
last office action has been considered. 

Applicants' arguments, filed, have been fully considered but they are not deemed 
to be persuasive. Rejections and/or objections not reiterated from previous office 
actions are hereby withdrawn. The following rejections and/or objections are either 
reiterated or newly applied. They constitute the complete set presently being applied to 
the instant application. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Status of Claims 

Claims 1-13 are pending in this office action. 
Claims 1 and 9 have been amended. 

Maintained Claim Rejections - 35 USC §112 

Applicant has still not identified the triphenylalkane or triphenylakene structure 
contemplated. Applicant stating that the structures of these compounds are known and 
that the novelty lies in the use of these compounds in connection with identifying and 
treating individuals suffering from high bone turnover. 

This however is insufficient to overcome the claim rejection, as Applicant 
admitted the structures of these compounds are broad. 
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Applicant's arguments filed have been fully considered but they are not 
persuasive. Reasons already discussed. The rejection is hereby maintained as in the 
last office action. 

11. Claims 1 and 4-13 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is a written description rejection. 

In other words, the Applicant has not described with sufficient clarity a 
therapeutic active compound, which is a selective estrogen receptor modulator of 
triphenylalkene or triphenylalkane structure. To overcome this rejection Examiner 
suggest the inclusion of the limitation of claim 2 into claim 1 . 

New Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enabie any person skilled in the 
art to which it pertains, or with which it is most neariy connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 2 and 3 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
. which was not described in the specification in such a way as to reasonably convey to 
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one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is a written description rejection. 

A lack of adequate written description issue arises if the knowledge and level of 
skill in the art would not permit one skilled in the art to immediately envisage the product 
claimed from the disclosed process. See, e.g., Fujikawa v. Wattanasin, 93 F.3d 1559, 
1571, 39 USPQ2d 1895, 1905 (Fed. Cir. 1996) (a "laundry list" disclosure of every 
possible moiety does not constitute a written description of every species in a genus 
because it would not "reasonably lead" those skilled in the art to any particular species); 
In re Ruschig, 379 F.2d 990, 995, 154 USPQ 118, 123 (CCPA 1967). 

An applicant may also show that an invention is complete by disclosure of 
sufficiently detailed, relevant identifying characteristics which provide evidence that 
applicant was in possession of the claimed invention, i.e., complete or partial structure, 
other physical and/or chemical properties, functional characteristics when coupled with 
a known or disclosed correlation between function and structure, or some combination 
of such characteristics. 

V 

The written description requirement for a claimed genus may be satisfied through 
sufficient description of a representative number of species by actual reduction to 
practice, reduction to drawings, or by disclosure of relevant, identifying characteristics, 
i.e., structure or other physical and/or chemical properties, by functional characteristics 
coupled with a known or disclosed correlation between function and structure, or by a 
combination of such identifying characteristics, sufficient to show the applicant was in 
possession of the claimed genus. See Eli Lilly, 119 F.3d at 1568, 43 USPQ2d at 1406. 
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A "representative number of species" means tliat the species wliich are 
adequately described are representative of the entire genus. Thus, when there is 
substantial variation within the genus, one must describe a sufllcient variety of species 
to reflect the variation within the genus. The disclosure of only one species 
encompassed within a genus adequately describes a claim directed to that genus only if 
the disclosure "indicates that the patentee has invented species sufficient to constitute 
the gen[us]." 

Applicant has not provided a description of the structure of a representative 
number of compounds nor a description of the chemical and/or physical characteristics 
of a representative number of compounds nor a description of how to obtain a 
representative number of specific compounds. 

In other words, the Applicant has not described with sufficient clarity the structure 
of the metabolite, geometric isomer, steoreoisomer an ester, a phannaceutically 
acceptable salt contemplated. For example a metabolite thereof, the structures of these 
metabolite are not given. Is there only one metabolite of the drug after it has been 
absorbed in the system or those it form different metabolites? 

New Matter Rejection 

Claims 1-13 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contain new subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 
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Nowhere in tlie specification is there a mention of "in an amount effective to 
decrease bone loss" and "measuring at least one bone resorption marker or at least one 
bone formation marker to identify an individual having increased bone turnover". 
Measuring the bone mineral density and amount of bone in the body at certain intervals 
is discussed at para. 0005 as amended in the instant claim 1 . 

With regards to the instant claim 5 there is no nriention of the word identified in 
the specification. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.Sd 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Long!, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Omum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claim 1 is orovisionallv reiected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claim 1- 9 of U.S. Patent Application 
No. 1 1 183185. Although the conflicting claims are not identical, they are not patentably 
distinct from each other. The reasons are as follows: 
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Both sets of claims refer to treating an individual suffering from increased bone 
turnover - decrease bone loss in the current application (claim 1) and androgen 
deficiency (claims 1-9) in the copending application. The current application 
claims anticipate the copending application claims. As to the copending application 
claims 1-9, these claims refer to treating androgen deficiency in a male with the 
claimed compound triphenylalkane or triphenylalkene and one such deficiency of 
this type is bone loss an obvious variant of the claimed subject matter as evidence 
by claim 9 for example. 

Both applications recite using the same compositions and/or derivatives thereof. 
See cun-ent application claims 1 and copending application claims 1-9. The 
compositions recited in the claims are anticipatory of each other. 

In view of the foregoing, the copending application claims and the current 
application claims are obvious variations. 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shirley V. Gembeh whose telephone number is 571- 
272-8504. The examiner can normally be reached on 8:30 -5:00, Monday- Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-0718. The fax phone number 



for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more Information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or 571-272-1 000. 




SVG 
1/09/07 



ARDINH.MARSCHEL 
SUPERVISORY PATENT EXAMINER 



